
510(k) SUMMARY t

1.0 Submitter SEP 2 7 2511
Date of Summary: September 24, 2011

Product Name: IsoAmp® HSV Assay

Sponsor BioHelix Corporation
500 Cummings Center
Suite 5550
Beverly, MA 01915

Correspondent : MDC Associates, LLC
Fran White, Regulatory Consultant
180 Cabot Street
Beverly, MA 01915

2.0 Device Identification
Trade or Proprietary Name: IsoAmp® HSV Assay
Common or Usual Name: Herpes simplex virus Assay
Product Code: 000
Regulation Section: 21 CFR 866.3305
Product Classification: Class 11

3.0 Substantial Equivalency
IsoAmp® HSV Assay is substantially equivalent to the EraGen Biosciences
MultiCodeg'-RTx Herpes Simplex Virus 1 & 2 Kit (K100336). The table below
identifies the characteristics of BioHelix Corporation's IsoAmp® HSV Assay (K111951)
and the EraGen Biosciences MultiCode®-RTx Herpes Simplex Virus 1 & 2 Kit
(Predicate Device).
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4.0 Product Description
The IsoAmpO HSV Assay consists of three major steps: 1) specimen preparation: 2) isothermal
Helicase-Dependlent Amplification (HDA) of the HSV glycoprotein B (gB) gene using biotinylated
primers; and 3) detection of the amplified DNA by a target-specific hybridization probe via a
colorimetric reaction on a lateral-f low strip which is embedded in a self-contained disposable
cassette to prevent amplicon contamination.

Specimen preparation includes a simple dilution step in which specimens in viral transport
medium are diluted 40-fold in dilution buffer. The diluted samples are mixed with HDA reagents.
Incubation at 640C results in the release of the HSV DNA and subsequent isothermal
amplification of the target sequence. A competitive internal control (IC) is included in the
Amplification Reagents to monitor inhibitory substances in negative samples, reagent failure or
device failure.

After incubation for one hour, the amplified DNA is detected by two detection probes, one
labeled with fluorescein isothiocyanate (FITC) for hybridizing to the HSV target and the other
labeled with dligoxigenin (DIG) for binding to the IC target. The hybrid of FITC-labeled probe and
HSV amplicon is captured at the Test Line (T-Line) on the lateral-flow strip by anti-FITC
antibodies, while the DIG-labeled IC amplicon is captured at the Control Line (C-Line) on the
strip by anti-DIG antibodies. The biotin label in each amplicon captures the streptavidin-
conjugated color particles for visualization and the test result is shown as colored lines that are
visually read.

The self-contained Type 11 BE StT cassettes contain lateral-flow DNA detection strips coated
with anti-FITC antibodies and anti-DIG antibodies that serve as T line and C line respectively in
the assay. A positive result (detection of HSV DNA) is reported when the T line is visible through
the detection window of the cassette. A negative result (no detection of HSV DNA) is reported
when only the C line is displayed. The assay result is regarded as invalid when both the T line
and C line are not present and the assay should be repeated.

5.0 Indications for Use and Intended Use
The IsoAmp® HSV Assay is an in vitro diagnostic test for the direct, qualitative detection of
herpes simplex virus (HSV-1 & H-SV-2) DNA in male and female genital and oral lesions. The test
is intended for use as an aid in diagnosis of HSV infection in symptomatic patients.

Warning: The IsoAmp® HSV Assay is not FDA cleared for use with cerebrospinal fluid (CSF). The
assay does not provide specific typing information to differentiate HSV-1 and HSV-2. The assay is
not intended to be used for prenatal screening.

6.0 Analytical Performance
1. Precision/Reproducibility:

The Precision/Reproducibility of the IsoAmp® HSV Assay was evaluated at three
(3) test sites. A panel of seven (7) members was prepared containing one
negative control sample (HSV negative pooled swab specimens) and six
simulated HSV-t and HSV-2 samples that included High Negative (below the
assay limit of detection), Low Positive (near the assay limit of detection) and
Moderate Positive (three times the assay limit of detection) samples. The panel
(which included one replicate of each panel member), along with external HSV-1
and HSV-2 positive and negative controls, was tested at each site for five (5) days



by two operators with each operator running the panel two times a day using a
single lot of the lscAmp® HSV Assay. One (1) site tested the panel using three (3)
lots. Results of the Precision/Reproducibility study for the lscAmp® HSV at three
sites are presented in the table below.

Overall Reproducibility Study _ _____

LOT

CaegryOverall Percent 95% Confidence

atof Site #1* Site #2 site #3 Agreement Interval

Percent Percent PecnAgemt
Agreement Agreement PecnAgem t

HSV-1 High Negative 13/60 22% 13/20 65% 6/20 30% 32/100 32% 24% -42%

HSV-1 Low Positive 60/60 100% 19/20 95% 20/20 100% 99/100 99% 9 4%- 100%

HSV-1 Moderate Positive 60/60 100% 20/20 100% 20/20 100% 100/100 100% 96%- 100%

HSV-2 High Negative 19/60 32% 7/20 35% 6/20 30% 32/100 32% 24% -42%

HSV-2 Low Positive 60/60 100% 18/20 90% 18/20 89% 96/100 96% 90% -98%

HSV-2 Moderate Positive 60/60 100% 20/20 100% 20/20 100% 100/100 100% 96% -100%

Negative'1 60/60 100% 20/20 100% 19/20 95% 99/100 99% 96% -100%

HSV-1 Positive Control 60/60 100% 20/20 100% 20/20 100% 100/100 100% 96% -100%

HSV-2 Positive Control 60/60 100% 20/20 100% 20/20 100% 100/100 100% 96% -100%

Assay Negative Contro12  60/60 100% 20/20 100% 20/20 100% 100/100 100% 96% -100%

'Site#1 tested two a dditional lo ts

11. Linearity/Assay Reportable Range:
Not Applicable

Ill. Level of Detection (LOD)
A Limit of Detection (LOD) study was performed to determine the analytical
sensitivity of the IscAmp HSV Assay using two representative strains of HSV-1
and two representative strains of HSV-2. Quantified (TCID 50/mL) cultures of the
HSV-1 and HSV-2 strains were serially diluted to five (5) concentrations in HSV-
negative matrix pools and tested in replicates of ten (10) on three (3)

Negative pooled serum control
2Remel M4 transport media



reagent lots. The observed LaD of a HSV strain was determined as the lowest
concentration level that had a positivity rate of >95%. Since two (2)
representative strains of HSV-1 and HSV-2 were used in the study, the higher LoD
value was defined as the observed LoD for HSV-1 and HSV-2 respectively. Since
the IsoAmp® HSV Assay does not differentiate viral types, the final assay LaD is
defined as the higher of the HSV-1 and HSV-2 concentrations where 95%
positivity was observed.

In addition, LoD confirmation studies were conducted to confirm the observed
LaD for HSV-1 and HSV-2. The first confirmatory study included testing the four
(4) representative HSV-1 and HSV-2 strains 20 times each at the corresponding
observed LoD. Each strain was tested by three (3) reagent lots, and all four
strains showed a positivity rate of 100%. In addition, twenty (20) HSV-1 and 20
HSV-2 clinical isolates were cultured and quantified in TCID5o/mL. Each isolate
was diluted to the corresponding LaD in HSV-negative matrix and tested in
triplicate. IsoAmp® HSV Assay was able to detect all 20 HSV-1 and 20 HSV-2
clinical isolates.

a. HSV-I
The toO for HSV-1 Strain 1 was determined to be 3.7 x i04 TCIDso)/mL. At
this concentration, 97% of samples were detected with a 95% Confidence
Interval of 83.33% - 99.41%. The LoD for HSV-1 Strain 2 was determined
to be 1.1 X 1o5 TCID5o/mL. At this concentration, 100% of samples were
detected with a 95% Confidence Interval of 88.65% - 100%. Therefore,
the LoD for HSV-1 is 1.1 x lO5 TCID 50/mL.

Strain 1
(TCIDso/mL) Positive/Total .Positivity Rate 95% Cl

3.3 x to5  30/30 100% 88.65% 100.00%
1.1 x i05  30/30 100% 88.65% 100.00%

*3.7 X to4  29/30 97% 83.33% 99.41%
1.2 x 10418/30 60% 42.32% 7S.41%
4.1 x i03  10/30 33% 19.23% 51.22%
Strain 2 iieTtl Pstvt ae9%C

(TCIDso/mL) PosiieTtl PstiyRae9%C
3.3 x 10' 30/30 100% 88.65% 100.00%
1.1 x 1530/30 100% 88.65% 100.00%
3.7 x to 4  28/30 93% 78.68% 98.15%
1.2 x i04  19/30 63% 45.51% 78.13%
4.1 x 1o3 9/30 30% 16.66% 47.88%

b. HSV-2
The LoD for HSV-2 Strain 1 was determined to be 1.1 X i04 TCIDso)/mL. At
this concentration, 100% of samples were detected with a 95%
Confidence Interval of 88.65% - 100%. The LoD for HSV-2 Strain 2 was



determined to be 3.7 x i0 3 TCID 5o/mL. At this concentration, 100% of
samples were detected with a 95% Confidence Interval of 88.30% -
100%. Therefore, the LoD for HSV-2 is 1.1 X 104 TCID5o/mL.

trnID/L Poitive/Total Positivity Rate 95% Cl

3.3 x 10' 30/30 100% 88.65% 100.00%
1.1 X 104 30/30 100% 88.65% 100.00%
3.7 x 103 26/30 87% 70.32% 94.69%
1.2 x 103 14/30 47% 30.23% 63.86%
4.1 x 1o 3  8/30 27% 14.18% 44.45%

(tain0 mL Positive/Total Positivity Rate 95% Cl

3.3 x 104 30/30 100% 88.65% 100.00%
1.1 X 104  30/30 100% 88.65% 100.00%
3.7 x 1' 29/29 1 100% 88.30% 100..00%
1.2 x 103 25/30 83% 66.44% 92.66%
4.1 x 102 8/30 27% 14.18% 44.45%

c. Assay LaD

Since the IsoAmp® HSV Assay does not differentiate viral types, the final
assay LoD is defined as the higher of the HSV-1 and HSV-2 concentrations
where 95% positivity was observed. The final assay LoD claim is 1.1 X i05

TCID 50/mL.

IV. Cross Reactivity Testing (Analytical Specificity)
A cross-reactivity study was performed to determine if any organisms which may
present with the same clinical symptoms as HSV, which are associated with
bacterial vaginosis or which are commonly found in the genital track and oral
area could give positive results with the IsoAmp® HSV Assay. Forty-eight (48)
specificity panel members including purified DNA and cultured organisms were
tested with the IsoAmp® HSV assay in triplicate following instructions in the
Package Insert. No cross-reactivity was observed with any panel member tested
at clinically significant concentrations.

Organisms Mem ber Type (GD', Test Concentration

Acinetobacter calcoaceticus var. anitratus (ATCC 51432) IHC 1.0 x i06 CFLJ/mL

Acinetobacter Iwoffi (ATCC 17925) IHC 1.0 X 1o7 CFU/mL

Adenovirus 2 QC l.0x 106 TCID50/mL

Bacteroidesfragilis QC 1.0 X 1o7 CFU/mL

Candida albicans (A TCC 14053) IHC 1.0 x io' CFU/m L

'Genonic DNA
2 Quantified Cultures
' n-House Culture



Organisms MemnberType (GD, Test Concentration

Candida glabrato, QC 1.0 x 10' CFU/mnL

Candida guilliermondil QC l.0X 107'CFU/mnL

Candida krusei QC 1.0 x 106 CFU/mnL

Candida lusitaniae QC 1.0 x 1O' CFU/mnL

Can dida porapsilosis QC 1.0 x tO' CFU/mnL

Candida tropicalis QC 1.0 x iO' CFJ/mnL

Chlornydia trachomnotis LGV-11434 GD 1.0 x iO' cp/mL

Cytormegalovi rus QC 1.0 x 10' TCID 50/mL

Enterobocter cloacae (ATCC 13047) IH-C 1.0 X 107 CFU/mL

Enterovirus (Type 71) QC 1.0 X 105 TCID50/mL

Epstein-Barr Virus GID l.0x 106 cp/mL

Fscherichia coli (A TCC 25922) .IHC 1.0 x io' CFU/mL

Fusobocterium nucleatumn (A TCC 25586) IHC 1.0 x io' CFU/mnL

Gardnerela vagina/is (ATCC 14018) IHC 1.0 x to' CFU/mL

Haemnophilus ducreyi QC8.5 x 1O5 CFU/mnL

Human Herpes 6 virus (Z29 strain) QC 1.0 x to6 TC ID50/mnL

Human Herpes 7 virus (SB strain) QC 1.0 x 106TC1D 50/mL

Human papillomna virus 16 (HPV16) GD 1.0 x 106 cp/m L

Human papillomna virus 18 (HPV18) GD 1.0 X 1o 5 cp/mL

Kiebsie/la pneunioniae QC 1.0 x to' CFU/mL

Lactobacillus ocidophilus 2048 Cc 1.0 x to' CFU/mL

Mobi/uncus curtis/i V125 [DSM 2711] QC 1.0 x tO' CFU/mL

Mobiluncus mulens BV 64-S QC 1.0 X 106 CFU/mnL

Moraxe/la catarrha/is QC 1.0 x 10' CFU/mnL

Mycop/asma horninis (ATCC 23114) IHC 1.0 x to' CFU/mnL

Neisseria gonorrhoeae (A TCC 21823) IHC 1.0 x io' CFU/mL

Neisseria meningitides QC l.0X 107 CFU/mnL

Pre vote//a melaninogeriica QC 1.0 x 10' CFU/mL

Rubella virus QC 4.17 x io0 TCID50/mL

Simian Virus type 40 (SV4O) QC1.0 x 106 TCID 50/mnL

Staphylococcus aureus MRSA (A TCC 33591) IHC l.0X 107 CFU/mnL

Staphylococcus aureus MSSA (A TCC 25923) IHC 1.0 X 107 CFU/mnL

Staphylococcus epidermidis MRSE (A TCC7005GS) IHIC 1.0 x10' CFU/mL

Staphylococcus saprophyticus MRSF (ATCC 15305) IHIC 1.0 X 10' CFU/mnL

Streptococcus mitis clinical isolate QC 1.0 x 10' CFU/mtL

Streptococcus mutans 2072 QC_ 1.0 x 1O6CFU/mL



Organisms Member Type (GD, Test ConcentrationQC', IHC3)

Streptococcus pneumornae QC 1.0 x 10' CFU/mL

Streptococcus pyogenes: (ATCC196IS) IHC 1.0 x 10' CFU/mL

Streptococcus salivarius (ATCC BAA-1024) IHC 1.0 x 10' CFU/mL

Toxoplasma gondil QC 6.6 x10 6CFU/mL

Treponema pal lidumn QC 1.0x 102 TP/m[

Trichomonas vaginal is QC l.0X 106 CFU/mL

Varicella-Zoster Virus (VZV) GD 1.0X 106 cp/mL

V. Interfering Substances
Potentially interfering substances ihe. viral transport media, substances that
might be present in clinical samples, and organisms/cross reactive panel
members listed under cross reactivity were tested to confirm that they did not
interfere with the performance of the IsoAmp® HSV Assay.

All interference testing was carried out in the presence of HSV-1 and HSV-2 at
three times the observed LoD (3 x LoD). All test runs were conducted in
triplicate. Controls were tested with each run.

a. Interfering Substances
Performance of the IsoAmp® HSV Assay was characterized in the
presence of twenty-four (24) potentially interfering substances which
could reasonably be expected to be present in genital and oral swab
specimens. Interfering substances were tested at the highest ("worst
case") concentration expected in clinical samples. The panel was also
tested in triplicate in the absence of HSV to see if the potentially
interfering substances interfere with the detection of the internal
control. No interference was observed in the presence of the potential
interfering substances tested.

Substances (active ingredients) Calculated Concentration

Whole blood with EDTA 7% (v/v)
Female Urine 7% (v/v)
Male Urine 7% (v/v)
Acyclovir (Acycloguanosine) 10% 7 mg/mL
Albumin 3.3 mg/mL
Casein 7 mg/mL
K-Y Brand Jelly 7% (w/v)
Douche (Decyl Glucoside; Octoxynol-9) 7% (v/v)
Contraceptive Jelly 7% (w/v)
YeastGard (Phosphoricum Acidum 4X) 7% (w/v)
Monistat 1 (Miconazole Nitrate cream (2%)) 7% (w/v)
Vagisil Creme (Benzocaine (20%), Resorcinol (3%)) 7% (w/v)
Monistat 3 (Miconazole Nitrate Cream (4%)) 7% (w/v)



Triconazole 1 (Tioconazole (300 mg) (6.5%)) 7% (w/v)
Balneol Hygienic Cleansing Lotion 7% (w/v)
Clotrimazole 3 Vaginal Cream (Clotrimazole 100 mg (2%)) 7% (w/v)
CVS Anti-Itch Cream (Benzocaine 5%; Benzalkonium Chloride
0.13%) 7% (w/v)
Listerine Antiseptic Mouth Wash 7% (v/v)
Abreva (Docosanol 10%) 7% (w/v)
Carmex Cold Sore Lip Balm (Menthol (0.7%), Camphor (1.7%),
Phenol (0.4%)) 7% (w/v)
Releev cold sore treatment (Benzalkonium Chloride (0.13%)) 7% (w/v)
Lip clear Lysine+ (Zinc Oxide (1.2%)) 7% (w/v)
Toothpaste 7% (w/v)
Buffy coat 7% (v/v)

b. Viral Transport Media
The performance of the IsoAmp® HSV Assay was assessed with Remel
M4, Remel M5, Remel M4RT, Bartels VTIM, and BID Universal Viral
Transport (UVT). Each medium was tested after spiking with HSV-1 and
HSV-2 strain to a final concentration of approximately 3 x LoD to
determine if the viral transport media interferes with the detection of
HSV targets in positive samples. The media were tested in the absence of
HSV-1 and HSV-2 (medium only) to see if the viral transport media
interferes with the detection of the internal control in negative samples.
There was no interference observed with the Remel M4, Remel M4RT,
Remel M5, Bartels VTM, and BID UVT media for the detection of HSV-1
and HSV- 2 target or the internal control. M4, M4RT, M5, Bartels VTM,
and BID UVT did not interfere with the detection of HSV-1 and HSV-target
or the internal control.

c. Cross-Reactivity Panel Members
The performance of the IsoAmp® HSV Assay was characterized by testing
the organisms that were evaluated for analytical specificity and cross
reactivity in the presence of HSV-1 and HSV-2 strains at 3xLoD separately
to see if the presence of these organisms interferes with the detection of
HSV target. Each panel member was tested in triplicate. None of the
cross reactivity panel members interfered with the detection of HSV-1
and HSV-2 target.

VI. Carry-Over and Cross Contamination
Carry-over/Cross Contamination Study was done only with HSV-1 target since both HSV-
1 and HSV-2 share a single set of primers and probes for target amplification and
detection. The HSV-1 Strain 1 was used directly without dilution. Viral transport media
was used as the negative sample. Ten (10) replicates of negative sample together with
assay controls were run by two (2) operators to confirm that negative samples generate
a negative result 100% of the time. Five (5) replicates of high-concentration positive
and negative samples were tested in a series, alternating sample types. All results were



as expected. Negative samples tested were negative (10/10) and positive samples were
positive (10/10).

VII. Assay Cut-Off:
Not Applicable

7.0 Clinical Performance
The performance of the IsoAmp® HSV Assay was evaluated at five geographically diverse
locations within the United States from 2010 - 2011. A total of nine hundred and ninety-
four (994) swab samples obtained from male and female genital and oral lesions were
collected in Viral Transport Media (Remel M4, Remel M4RT, BID Universal Viral
Transport and Bartels VTMV) from the patient population ranging from <1 year to 92
years, and evaluated. Of the 994 specimens, 962 prospective samples and 32
retrospective samples were tested. Of the 962 prospective samples, 803 genital
samples and 159 oral samples were tested. Of the 32 retrospective samples, 15 genital
and 17 oral samples were tested at a single study site. Genital swab specimens were
collected from vagina?, labial, penile and rectal lesions. Oral swab specimens were
collected from lips, gums, and mouth.

The performance of the lsoAmp*HSV Assay was compared with a gold standard/reference
method h~e., Cell Culture based ELVIS" HSV ID/Typing Test System using an enzyme
linked virus inducible system.

1. Prospective Sample Data
a. Genital Samples Only

Reference Method
P05 NEG Total

POS 264 35' 299
lsoAmp8HSV, Assay NEG 8 2 496 504

Total. 272 531 1803

_______________ Value 95% Confidence Interval
Sensitivity 97.1% (264/272) 94.3-98.5%
Specificity 93.4% (496/531) 91.0-95.2%

35 samples were tested using bidirectional sequencing analysis. Sequence analysis detected HSVtarget in 29 [6 HSV-1, 23 HSV-21 of the 35
discordant samples identified as HSV Positive by the IsoAmps HSVAssay. Sequence an alys is did not detect H5V in six (6) of the discordant
samples.
2 Eight (8) samples were tested using bidirectional sequencing analysis. Sequence analysis did not detect HSV target in four (4) of the 8 samples
identified as HSV Negative by the lsoAmp* HSV Assay. Sequence analysis did detect HSV in four (4) samples (2 HSV-1, 2 HSV-21



b. Oral Sam p/es Only
Reference Method

_____________P05 NEG Total

P05 45 141 59
lsoAmp*HSV Assay NEG 3 2 97 100

______________Total 48 ill 159

Value 95% Confidence Interval
Sensitivity 93.8% (45/48) 83.2- 97.9%
Specificity 87.4% (97/111) 79.9- 92.3%

1I. Retrospective Sample Data
All of the 32 retrospective samples, 15 genital and 17 oral samples were shown
positive by both the IsoAmp*HSV Assay and the reference assay.

8.0 Statement of Supoarting Data

The results of the analytical and clinical performance studies submitted in this premarket
notification are complete and demonstrate that the IsoAmp® HSV Assay is substantially
equivalent to the predicate device.

14 samples were tested using bidirectional sequencing analysis. Sequence analysis detected HSV target in 13 [12 HSV-1, 1 HSV-2] of the 14
discordant samples identified as HSV Positive by the lsoAmpO HSV Assay. Sequence analysis did not detect HSV in one (1) of the discordant
samples.
2 Three (3) samples were tested using bidirectional sequencing analysis. Sequence analysis did not detect IISV target in two (2) of the 3

samples identified as HSV Negative by the lsoAmp* HSV Assay. Sequence analysis did detect HSV in one (1) samples [1 HSV-1J



DEPARTMENT OF HlEAULTH & HUMAN SEVCSPublic Health Service

Food and Drug Admiistration
10903 New Hampshire Avenue
Silver Spring, N/D 20993

3 i ni-Icix Co rporat ion
c/o Hanl \Whilte
RCQ-LlI lon Con1sul Ialn
500 CuIMmliits Center
Suite 5550
Beverly. MJA 01915

Re: K l 11951
Trade/Device Name: IsoAlmp®l IISV Assay
Retznlat216on INumber: 2 1 CFR §866.3305
Reun ulation N ame: F-ICelves Silelx \iR S, NuIcleic Acid A up Iiibeat ion Assay
ReuIla[oiV Class: Class 11
Prod rid Code: OQO
Dated: lilly 6. 20Q11
Received: JuLly 8, 2Q11

Dear IMs. WVhite:

\Ve have revi ewed voti rSect ion 5 10(k) premarket not ilicati on ci intent to miar ket the device
rece Cn ccl a hove ald have detc mrnined the device is s Ubstan ia l CCI i va lent (for tie indci cartions
Ior tise stalte ill the clIIs tic) to Inea liv inarke ted pied ica te de vices marketed inl initstate
cornmerce prilor to lia 28, I 976, thie enactment date of thMNed ical Device Amendlmnts. Or to
devices that have been ieelassi lied inl accordance with the provisions of the Federal Food, DI muL.
and Cosmletic Act (Act) that do not req tire approval of a premtket approval application ([)[\,A).
YOU mlay. thr ol.Market thle device, subject to the general conitrols provisions of the Act. The
genleral controls provisions of the Act incIlude requI~iremenlts for annul-al rc-istration. listima of
deviCcs. (u00d m lantIifclr pract ice, l abeli ng, and prohi bitiOils aga inst imisbrandi ng, anld
ado teaton

If'\ your dCVicc i i assi ied (See above) into c lass 11 (Special Controls), it may be subject 10 suIch
add itional controls. Existingo maj or reglations affecting your device canl be Found in) Title 2 1
Code of' Federal ReguLlatin (ClFR). Parts 800 to 895. Inl adcdition, F DA may publish further
ann[ounFcementIIs concerningo yourI dev\ice inl the Federal Register.

P lease be ad vised that FIDA's i ssIanee of a su~bstantial eIli valence determli nation does not mean
that FDA has made a determninationl that Y'cUr device complI)ies With other requil-rments of'tile Act
or anI N'federal sLtt ts anld regal ~atils admIlinistered by 0othler Fedleral azn diies, Y(OU Ill ust

comply wvith all the Act's requilrmenlts. inlriding,. btit IlOt limlitedl to: istration anld listing (2 1
CF-R P'art 807); labeling (21 CJR Parts 801 and 809); medical device reportinQ, (reporting of
iMedical device-related adverse events) (21 CER 803); anld good manlufacttring practice



Pac 2 - Fian White

reqIrementCIs as set forth in the quality systems (QS) regulationl (2 1 CF-R Part 820). [his letter
Will a1I% lwvon to bud in nmirketi m vo dr device as described inl Vour Section 5 1 0(1k) premarket

notif-icatIion. The F'DA f-inding- Ol'su-bstantialI equivalen I ce Of' yourl eCv I Ce to a legal ly m arketed

p)redicate deCvice reCslIts in a clIassification ferI your dCe vice anld t h LIS. perm its you r device to

proceed to the market.

HIf oCesHir speci fic advice for your device onl our la beIin.-g regL I at i on1 (21 CF R Parts 80 1 and

809), ple1 ase contact thre Of7fice o'f In V/ano D iagmostic DevicIV Evlation and Safety at (30 1) 796-

5450. Al so, pl Iease note the reguLl at ion endtied, N/i isb rand i ng by reference to pre mar Icet

InIo i fication'" (2 1 C FR Part 807.97). For dlLIestionIS regarding the r eportim nOF ad ver se events

under the M4DR reglation (21 CFR ['air 803)., please go to
It tp //xww.fda uo/Nl ci cl Dvics/Sa ftyRen rt Prb e/dckin t ot fo ite CID RI-Is 0111ce

Of Suryeillance and Biometrics/Division of Postmlarket SutrveillIance.

You mlay Obtain Other genieral in formation On your responsibilities undCer- the rAct froml the

Division of S ma!I N/lanu -Factuteis, International and Consumler' Ass istanIce at its toll- free numberI)C

(800) 638-2041 or (301f) 796-7100 or at its Internet address

httpW://\vww.tfda. -ov/cdrhi/indCUStr'Y/sLII)ort/i ncdex tml.

Sincerely your s,

Sally A. J-[ojvat, M.Sc., P~h. D.
.Director
Division of Microbiolog-y Devices
Off'ice of i flioo Diagnostic Device
Evaluation and Safety
Center for Devices and Radiological H-ealth

Enclosure



Indications for Use

510(k) Number (if known): K(111951

Device Name: lsoAmn® HSV Assay

Indications for Use:

The IsoAmp® HSV Assay is an in vitro diagnostic test for the direct, qualitative detection of herpes
simplex virus (HSV-1 & HSV-2) DNA in male and female genital and oral lesions. The test is intended for
use as an aid in diagnosis of HSV infection in symptomatic patients.

Warning: The IsoAmp® HSV Assay is not FDA cleared for use with cerebrospinal fluid (CSF). The
assay does not provide specific typing information to differentiate HSV-1 and HSV-2. The assay is
not intended to be used for prenatal screening.
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